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DETAILED ACTION 

Request for Continued Examination 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after allowance or after an Office 
action under Ex Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since 
this application is eligible for continued examination under 37 CFR 1.114, and the fee 
set forth in 37 CFR 1.17(e) has been timely paid, prosecution in this application has 
been reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 9/10/2008 
has been entered. It is noted that in the previous Notice of Allowance, claims 31-36 and 
38 were cancelled. Currently claims 39 and 43-48 are under examination. 



Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 39, 43-48 rejected under 35 U.S.C. 102(e) as being anticipated by Bua 
(US Pg/Pub 2004/0138314). 

Bua teaches compositions for percutaneous administration that comprise 4- 



hydroxy tamoxifen as the sole active agent, isopropyl myristate, ethyl alcohol, 
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hydroxypropylcellulose and a phosphate buffer. Table 1 outlines this composition and 
gives amounts that fall within that of the presently claimed invention, in particular 4- 
hydroxytamoxifen is present at 0.02 g, ethyl alcohol is present at 72 g, isopropyl 
myristate is present at 1 g, hydroxypropylcellulose 1.5 g and the rest phosphate buffer. 
This composition falls within the percentage ranges currently claimed in claims 39, 43- 
47. Bua teaches that the 4-hydroxytamoxifen is packaged in a dose-meter pump, 
meeting the limitation of claim 48. 

Claims 39 and 43-48 rejected under 35 U.S.C. 102(e) as being anticipated by de 
Lignieres et al. (US Pg/Pub 2005/0032909). 

De Lignieres et al. teach compositions for percutaneous administration that 
comprise 4-hydroxy tamoxifen as the sole active agent, isopropyl myristate, ethyl 
alcohol, hydroxypropylcellulose and a phosphate buffer. Table 1 outlines this 
composition and gives amounts that fall within that of the presently claimed invention, in 
particular 4-hydroxytamoxifen is present at 0.02 g, ethyl alcohol is present at 72 g, 
isopropyl myristate is present at 1 g, hydroxypropylcellulose 1 .5 g and the rest 
phosphate buffer. This composition falls within the percentage ranges currently claimed 
in claims 39, 43-47. Bua teaches that the 4-hydroxytamoxifen is packaged in a dose- 
meter pump (paragraph 0047), meeting the limitation of claim 48. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
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unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 39, 43, 45-47 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1,11-12 and 23- 
24 of copending Application No. 10/734,644. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the present claims 
are drawn to a pharmaceutical composition comprised of 4-hydroxy tamoxifen, isopropyl 
myristate, alcohol, an aqueous vehicle and a gelling agent in particular amounts. The 
claims of Application 10/734,644 are drawn to a method of reducing breast density in a 
patient comprising administration of a composition comprising 4-hydroxytamoxifen, 
isopropyl myristate, an alcohol and a gelling agent, which broadly reads on the present 
composition. As there was no restriction between this particular claimed method and 
the composition in the present application, a double-patenting rejection is warranted. 

This is a provisional obviousness-type double patenting rejection because the 



conflicting claims have not in fact been patented. 
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Claims 39, 43-48 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 4-13, 15-23 of 
copending Application No. 1 1/009,390. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the present claims are drawn 
to a pharmaceutical composition comprised of 4-hydroxy tamoxifen, isopropyl myristate, 
alcohol, an aqueous vehicle and a gelling agent in particular amounts. The claims of 
Application 1 1/009,390 are drawn to a method of treating a male patient comprising 
percutaneous administration of 4-hydroxy tamoxifen, isopropyl myristate, ethyl alcohol 
and hydroxymethylcellulose in amounts that overlap with those presently claimed. As 
there was no restriction between this particular claimed method and the composition in 
the present application, a double-patenting rejection is warranted. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 39 and 43-48 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 4-9, 11-12, 15- 
20 and 22 of copending Application No. 10/805,528. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the present 
claims are drawn to a pharmaceutical omposition comprised of 4-hydroxy tamoxifen, 
isopropyl myristate, alcohol, an aqueous vehicle and a gelling agent in particular 
amounts. The claims of Application 10/805,528 are drawn to a method of treatment 
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comprising percutaneous administration of 4-hydroxytamoxifen with isopropyl myristate, 
ethanol, hydroxypropylcellulose and a phosphate buffer in amounts with those presently 
claimed. As there was no restriction between this particular claimed method and the 
composition in the present application, a double-patenting rejection is warranted. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim 39 and 43-48 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 and 8-10 of 
copending Application No. 10/734,640. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the present claims are drawn 
to a pharmaceutical composition comprised of 4-hydroxy tamoxifen, isopropyl myristate, 
alcohol, an aqueous vehicle and a gelling agent in particular amounts. The claims of 
Application 10/734,640 are drawn to a method of treatment for mastalgia comprising 
percutaneous administration of 4-hydroxy tamoxifen with isopropyl myristate, ethyl 
alcohol and hydroxypropylcellulose. As there was no restriction between this particular 
claimed method and the composition in the present application, a double-patenting 
rejection is warranted. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claims 39 and 43-48 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7, 10-1 1 of 
copending Application No. 1 1/249,122. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the present claims are drawn 
to a pharmaceutical composition comprised of 4-hydroxy tamoxifen, isopropyl myristate, 
alcohol, an aqueous vehicle and a gelling agent in particular amounts. The claims of 
Application 1 1/249,122 are also drawn to a pharmaceutical composition comprising 4- 
hydroxy tamoxifen, isopropyl myristate, alcohol, an aqueous vehicle and a gelling agent 
in amounts that differ but overlap with that of the present invention. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

No claims are allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571)272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



